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1 . { Ajmendfid) A mcfliod for admmifiiering a therapeutic agent to a 
predetennined area of skin or mucosa of a vertebrate siiVj wt, ^aid Jtjethod comprising: 

(&) j^ccdcradng jparticics into, across or both inio aiwi across the atca of iikin or 
mucos a, wherein the particles ;are gcccleratfid towarci the skirt or myco $^ M m a 
meedleie&s svriti^ device: and 

(b) topically positioning a fixsi tran^<termAl <3fUg delivery device or a first 
occlu^vc djDCSsing over the area of akin or mucosa, whc^fein the paiticks or the j5r$t 
transdeoKul drug delivery device or *c first occlusive dressing* or a combinailon thereof, 
cojttjprf^te *e therapeutic agent. 

CLAIMS 2-18 (ORIGINAL) 

2. (OrigiiiaJ) The ro^od of claim 1, wherein the particles compiise the 
ther^utic agent. 

^. (Original) The method of claim 1 , whe3?edn the pardele$ con^Jisc a 
placebo, 

4. (Original) The method of claim 1 > wherein the partieles comprise 

iheiitpeatic ageot and a placebo- 
s' (Oxigijaal) The method of claim I, whereiti step (b> compdses 

topically posttsoningf the first transdetxnai drag delivery device over &e area of ^km or 

mucosa* 
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6. (<5ri^iial) The method of claim 5. whepwn the fttat tranadeimal <itug 
dslivary device contains the thera^peutlc agent. 

7. (Origmai) The method of claim i, wheran step O) comprises 
topically positjoning the first occlusive dreeing over the area of skia or mucosa. 

8. (Original) The method of claim?, whensin the first occlusive dre&sing 
conlAiiis the therapeutic agent 

9. (Ongjnad) The method of claim 3, wbeitan step (b) comprises 
topically positioning the fim tx«i5de«ttal drug delivery device over the area of skin ox 
mucosa, and fxuthet wtieieiii the first tnuwdermaJ drug deUvtsty device contaitis the 
therapeutic agent. 

10. (Original) The method of claim 3, whertan step (b) comprises 
lopicaUy positioning the flcst occlusive dressicg ov«Mt die area of skin or mucosa, aod 
further wherein the fitsi occlvL<iivft dressing contains the therapeutic ag^nt, 

IL (Oiiginal) The method o)fci;dm l, wherein the particles comprise a»i 
antigen. 

12, (Ori^aJ) The method of claim I, wherein the particles comprise an 
adjuvant. 

13. (Original) The method of claim 11, whcxeia the method further 
comprises a pretmatmeBt step to administer aa adjuvant «> ibe area of skin or mucosa 
befcsre step (a). 
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14. (Original) Themethodofcl^m 13, wherein the pretreatmeni step 
comprise* topicaUy positiomng a second cransdtennal «3elivery device or a second 
occlusive dressing cctfitauiiing an adjuvant over the area of skin or nwcosa. 

15. (OrisLnal) ThemelhMofclidm 11. whciein step (b) comprises 
topically positioniiig the iirsi tramdcnnal drug deiivery device or the first occlusive 
dRsssing over the area of skin or tniicosa, tad further wheir^ Hie first tramdcnnal dnjg 
delivery device or first occlusive diftssiiig contains an adjuvant. 

16. (OripnaJ) The method of claim 1 , wherein tha particles comprise a 
permeation enhancing agent 

17. (Ori^nal) The method of claim 5, whcicin the first transdermal 
delivery device is apassi ve tiansdennal delivexy device. 

13. (Ori^nal) The method of claim 5, wherein the first transdamal 
delivery device is an active transdermal delivexy device. 

CLAIM 19 (CANCELED) 

20. (Original) The method of claim 1 , whocein the paatlcles are 
accelerated toward the sidn or mucosal tissue at a velocity of about 300 to 3,000 m/scc. 

21. (Original) The method of claim 1 , wherein the particlt^ hffve a 
diameter ptedcarunantly in the range of about 0,1 to 250 j^m. 
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22. (Original) The metfaad of claim 2, wbereio (he pjtrticles comprise a 
Wologicaily active protJein, a peptide, an oHgosaccharidc, a polyidccbari<lc or a varciue 
composition. 

23. (Origijul) The mDthod of claim I, wherein step (a) provider for r«pid 
delivery onset &om the first transdcraaAi delivexy device. 

24. (OriginaJ) The m^^thod of c\^m 5, wherein the particles the first 
traiiadcnnal deli very device compxitc the san^ thmpeutic agent 

25. (Ori^nal) The method of claim 7, whemin the partlclcxs and the first 
occttjsive dressiTig comprise the same tljerapeutic agent. 

26* (Ori^nal) The method of cloun 4, whandn the placet)© cois^ses 
psiiticttts selected itoin the group con$i$tii^g of a metal particle and a metal particle coated 
with a permeation enhancing ^ettt 

27- (Original) . The method of claim 9, \vheieiu the plaoclao cQmpri$o& 
partictea selected ftom the group con${sting of a metal particle and a metal piirticfe coated 
with a permeation etihanctJig agent. 

28- (Od^indi) The tmthod of claim 10, wherein the placebo compri$e5 
particles selected ftom the group consistirvg of a metal particle and a metal particle coated 
with a peimcatiott enhancmg agent 

29. (Original) Itie method of claim 6. wherein the particles comprise a 
penmoation eohancing ^igent. 
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30* (OrigiJia]) Th«t method of claim 8, whetein thft pattieles comprise a 
penneation eohoiscing agcm. 

3 1 . (Origi«aJ ) The method of cladiD 1 , further comprising befom step (a>, 
TO|>lcally po^Momng over the area of akin or mucosa a second tran§<Jenaal delivery device 
Of a second occlusive diesein]^. 

33. (Qrtgittftl) The method of c3aim 31 , wherein the second toa&dexmal 
delivery device or the second ocdusive dressing conmine ji petme^tion enhancing agem. 

CLAIMS 33-40 (WITHDRAWN) 

33/- A method for administering a therapeutic agent io a predetermined 
area of skin or mucossa of a vertebrate sttbiect, said method comprising adininistering to said 
area of skin or mucosa (i) particles comprising a therapeutic agent, and (ii) placebo partictes, 
wherein said p^irticles are accelerated into, across or both into and across llie area of skin or 
mucosa. 

34. The method of claim 33, wherein the particles comprising the therapeutic 
agent and the particles comprising the placebo are administered simultaneously. 
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35 The method of claim 33, wherein the particles comprising the 
therapeutic agent and the placebo particles are accelerated toward the area of skin or mucosa 
using a n eedlele&s syringe devic e. 

t - ' 

36. Tlie fiiethod of claitn 35, wherein the particles arc accelerated toward 

the artja of skin or nwcosa at a velocity of about 200 to 3,000 m/sec. 

37. The method of claim 33, wherein the particles comprising the 
therapeutic agent have a diameter predominant ly in the range of about 0.1 to 250 m- 

38. The method of claim 37, wherein the placebo particles have a diameter 
predominantly in the range of about 10 ]iU to 50 urn- 

■ 39. The metliod of claim 33, wherein the placebo particles comprise aboiH 
1% to about 10% of the particles adntinistered to the area of skin or mucosa. 

40. The method of claim 33, wherein the placebo particles comprise a 
particle selected from the group consisting of a metal particle and a metal particle coated 
with a pemiieation enhancing ageiU. 



